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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
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DETAILED ACTION 

Claims 1-18 are pending in the instant application. An action on the merits follows. 

Priority 

Acknowledgment is made of applicant's claim for foreign priority based on applications 
filed in Germany on October 2, 2001 or November 12, 2001 . It is noted, however, that applicant 
has not filed a certified copy of the DE 101 48 732.0 or DE 101 56 679.4 applications as required 
by 35 U.S.C. 1 19(b) or provided a translation of these documents in English. 

Specification 

The abstract of the disclosure is objected to because it uses legal language, specifically a 
recitation of 37 CFR 1.72(b). Further, the abstract contains grammatical errors. The first sentence 
lacks an article, and in line 3, immunize is misspelled. Correction is required. See MPEP 
§ 608.01(b). 

Applicant is reminded of the proper language and format for an abstract of the disclosure. 

The abstract should be in narrative form and generally limited to a single paragraph on a 
separate sheet within the range of 50 to 150 words. It is important that the abstract not exceed 
150 words in length since the space provided for the abstract on the computer tape used by the 
printer is limited. The form and legal phraseology often used in patent claims, such as "means" 
and "said," should be avoided. The abstract should describe the disclosure sufficiently to assist 
readers in deciding whether there is a need for consulting the full patent text for details. 
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The language should be clear and concise and should not repeat information given in the 
title. It should avoid using phrases which can be implied, such as, "The disclosure concerns," 
"The disclosure defined by this invention," "The disclosure describes," etc. 

The disclosure is also objected to because of the following informalities: page 21 recites 

"Serial No. " in paragraph 4. 

Appropriate correction is required to fill in the blank. 

Nucleic acid and/or Amino acid Sequences 

This application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for 
the reason(s) set forth on the attached Notice To Comply With Requirements For Patent 
Applications Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. Pages 
13 and 16 of the specification, and claim 5, all contain nucleic acid and/or amino acid sequences 
which are not identified by SEQ ID NOS. Please note that compliance to 37 CFR 1.821-1.825 
requires that the specification and claims be amended to recite SEQ ID NOS. for each recitation 
of a sequence in the specification. Further, it is unclear whether these sequences are present in 
the paper copy and CRF of the sequence listing filed in this application. If the sequences are 
present in the paper and CRF listings, applicant may fully comply with 37 CFR 1.821 by 
amending the specification and claims to include the proper SEQ ID NOS. If the sequences are 
not present on the filed paper and CRF listings, then new paper and CRF sequence listings are 
required as set forth in the attached Notice to Comply. 
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Information Disclosure Statement 



The information disclosure statement (IDS) submitted on 7/08/04 is in compliance with 
the provisions of 37 CFR 1.97 and has been considered by the examiner. 



Please note that the listing of various U.S. patent, foreign patent, and non-patent 
references in the specification is not a proper information disclosure statement. 37 CFR 1.98(b) 
requires a list of all patents, publications, or other information submitted for consideration by the 
Office, and MPEP § 609.04(a) states, "the list may not be incorporated into the specification but 
must be submitted in a separate paper." Therefore, unless the references have been cited by the 
examiner on form PTO-892 or appear in the IDS submitted on 7/08/04, they have not been 
considered. 



Double Patenting 



The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongU 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogeh 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
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ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 1-18 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1,7-11, and 17-20 of copending Application 
No. 10/816,465, hereafter referred to as the '465 application. Although the conflicting claims are 
not identical, they are not patentably distinct from each other for the following reasons. 

Claims 1,7-11, and 17-20 of copending application 10/816,465 are broadly drawn to the 
use of a DNA expression construct to elicit a Thl type immune response and vaccine employing 
the DNA expression constructs. The instant claims are more narrow and drawn specifically to the 
use of DNA expression constructs and vaccines comprising the constructs for immunization 
against leishmania. The instant claims further limit the construct coding sequence to encoding 
the p36 LACK antigen and the oligopeptide to PKKKRKV. However, while the '465 claims are 
broad and not limited to these species, the '465 specification clearly teaches immunization 
against leishmania as a preferred embodiment and further the use of the p36 LACK antigen in 
the construct and the use of the PKKKRKV peptide ('465 specification, pages 4, 7, and 9). The 
broader claims of the '465 application in combination with the '465 applications disclosure 
render the narrower instant claims obvious. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 
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Applicant is advised that should claims 3, 10, or 15 be found allowable, claims 8, 13, and 
18 will be objected to under 37 CFR 1.75 as being a substantial duplicate thereof. When two 
claims in an application are duplicates or else are so close in content that they both cover the 
same thing, despite a slight difference in wording, it is proper after allowing one claim to object 
to the other as being a substantial duplicate of the allowed claim. See MPEP § 706.03(k). 



Claim Rejections - 35 USC § 112 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 6, and 9-13 provide for the use of a DNA expression construct, but, since the 
claim does not set forth any steps involved in the method/process, it is unclear what 
method/process applicant is intending to encompass. A claim is indefinite where it merely 
recites a use without any active, positive steps delimiting how this use is actually practiced. 

Claims 6 and 9-13 are also rejected under 35 U.S.C. 101 because the claimed recitation of 
a use, without setting forth any steps involved in the process, results in an improper definition of 
a process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 101 . See 
for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and Clinical Products, Ltd. v. 
Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 
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Claims 1-18 are further rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 lack antecedent basis "the immunizing polynucleotide sequences", "the coding 
sequence", and "the animal that is to be vaccinated". For the phrases "the coding sequence" and 
"the animal..", it would be remedial to amend the claims to recite "a coding sequence" and "an 
animal. . .". Claim 1 is further indefinite in that the claims is directed to "DNA expression 
construct.... characterized by the immunizing polynucleotide sequences having the form of 
expression constructs". Since the claim preamble is directed to a construct, which is singular, the 
further limitation that the construct is "characterized" by having expression constructs in the 
plural is confusing. It is unclear whether the applicant intends to claim a single construct or a 
plurality of constructs. In addition, since there is no antecedent basis for "the immunizing 
polynucleotide" is it unclear whether the limitations following this phrase are intended to limit 
the DNA expression construct, or some other polynucleotide sequence. Claims 2-18 depend on 
claim 1 and thus are included in this rejection. 

Although claims 1-18 are indefinite as discussed in detail above, in the interests of 
compact prosecution, the claims have been searched and examined in so far as they recite a DNA 
expression construct or a vaccine comprising a DNA expression construct. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Gurunathan 
et al. 91997) J. Exp. Med., Vol. 186(7), 1 137-1 147, in view of U.S. Patent No. 6,451,593 (2002), 
hereafter referred to as Wittig et al. 

The applicant claims a DNA expression construct for immunizing against leishmania 
where the DNA expression construct is a covalently closed linear DNA molecule comprising a 
linear double stranded region comprising a coding sequence under control of a promoter, where 
the single strands forming the double strand are linked a short single stranded loops of DNA, and 
where the construct is covalently linked to an oligopeptide, a vaccine comprising said construct, 
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and "use" of said construct. The applicant further claims said construct wherein the construct 
encodes a p36 LACK leishmania antigen, and wherein the oligopeptide comprises PKKKRKV. 

Gurunathan et al. teaches a DNA expression construct encoding the p36 LACK antigen 
from Leishmania major operatively linked to the CMV promoter and a polyA sequence and the 
use of the construct as a vaccine to generate protective immunity against Leishmania major in a 
mammal (Gurunathan et al., pages 1137-1 139). 

Gurunathan et al. differs from the instant invention in that the DNA expression construct 
is plasmid and in that the DNA is not covalently linked to an oligopeptide such as PKKKRKV. 
Wittig et al. supplements Gurunathan et al. by teaching dumbbell shaped DNA expression 
constructs comprising covalently closed linear DNA that contains only a coding sequence 
operably linked to a promoter and polyA termination sequence where the linear ends are linked 
by short single stranded loops of DNA, and wherein the construct is further covalently linked to 
a peptide which directs transport of the construct across a cell's endosome or into the nucleus 
(Wittig et al., claims 1-11, and columns 5-8)). In particular, Wittig et al. specifically teaches the 
use of the nuclear localization sequence (NLS) from SV40, a sequence which inherently 
comprises PKKKRKV (Wittig et al., column 5). Wittig et al. also teaches a vaccine comprising 
this construct for treating infectious diseases (Wittig et al., columns 1 and 8). Wittig et al. further 
provides motivation for using a dumbbell DNA expression construct linked to a peptide over a 
plasmid DNA expression construct. Wittig et al. teaches that because the dumbbell construct 
consists only of a promoter-gene-terminator sequence, these constructs have none of the 
disadvantages of plasmid constructs, which include their size, which inhibits fast transport into 
the cell's nucleus, and the presence of unwanted background sequences, including bacterial 
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sequences, which can lead to unintended immune responses (Wittig et al, columns 2-3, bridging 
paragraph). Therefore, based on the advantages to using dumbbell DNA expression constructs 
over plasmid constructs for immunization, it would have been prima facie obvious to the skilled 
artisan at the time of filing to use a dumbbell DNA construct encoding p36 LACK linked to a 
peptide according to the teachings of Wittig instead of a plasmid construct in the methods of 
immunizing against Leishmania taught by Gurunathan et al. Further, based on the substantial 
guidance for making dumbbell constructs provided by Wittig et al, the skilled artisan would 
have had a reasonable expectation of success in making a dumbbell DNA expression construct 
encoding the p36 LACK antigen covalently linked to a peptide such as the NLS peptide from 
SV40. 

No claims are allowed. 

Any inquiry concerning this communication from the examiner should be directed to 
Anne Marie S. Wehbe, Ph.D., whose telephone number is (571) 272-0737. If the examiner is not 
available, the examiner's supervisor, Dave Nguyen, can be reached at (571) 272-0731. For all 
official communications, the new technology center fax number is (571) 273-8300. Please note 
that all official communications and responses sent by fax must be directed to the technology 
center fax number. For informal, non-official communications only, the examiner's direct fax 
number is (571) 273-0737. For any inquiry of a general nature, please call (571) 272-0547. 

The applicant can also consult the USPTO's Patent Application Information Retrieval 
system (PAIR) on the internet for patent application status and history information, and for 
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electronic images of applications. For questions or problems related to PAIR, please call the 
USPTO Patent Electronic Business Center (Patent EBC) toll free at 1-866-217-9197. 
Representatives are available daily from 6am to midnight (EST). When calling please have your 
application serial number or patent number available. For all other customer support, please call 
the USPTO call center (UCC) at 1-800-786-9199. 

Dr. A.M.S. Wehbe 



ANNE M. WEHBE' PH.D 
PRIMARY EXAMINER 
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NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 



The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1 .821 - 1 .825 for the 
following reason(s): 

0 1. This application clearly fails to comply with the requirements of 37 C.F.R. 1.821-1.825. Applicant's 
attention is directed to these regulations, published at 1114 OG 29, May 15, 1990 and at 55 FR 
18230, May 1, 1990. 

□ 2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

□ 3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 

I [4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
I — I content of the computer readable form does not comply with the requirements of 37 C.F.R. 1 .822 
and/or 1.823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 

□ 5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1 .825(d). 



6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 



□ 

0 7. Other: The specification and claims contain amino acid sequences and nucleic acid sequences not 
identified bv SEQ ID NOS. 



Applicant Must Provide: 

|x| An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

SAn initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its entry 
into the specification. 

fxj A statement that the content of the paper and computer readable copies are the same and, where 
I applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1.825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentln software help, call (703) 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



